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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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DETAILED ACTION 

Response to Arguments 

Applicants response filed on 1/25/2008 has been considered. Applicants have 
amended claim 17 to overcome the 35 USC 112, second paragraph rejection and the 
rejection is hereby withdrawn. 

Applicants argue over the 35 USC 103 rejection that Goodman & Gilman's (G & 
G) does not teach a combination comprising the four components recited in claim 13, a 
controlled release composition comprising the specific four components recited in claim 
1 3, or an inhalable composition comprising the four components recited in claim 1 9. 

In response to the above arguments, it is noted that G & G teaches each of the 
four components as anti-emetic compositions individually and even teaches a 
combination of three of the four components (metoclopramide, diphenhydramine and 
lorazepam). G & G also teaches that common routes of drug administration including 
parenteral and inhalation. As discussed in the previous Office Action, it is prima facie 
obvious to combine compositions that are taught by the prior art to be useful for the 
same purpose, in order to form a composition to be used for the very same purpose. 
The idea of combining them flows logically from their having been individually taught in 
the prior art. In re Kerkhoven, 626 F.2d 846, 205 USPQ 1069, 1072 (CCPA 1980). 
Further, G & G teaches that a combination of anti-emetic agents is useful for severe 
chemotherapy-induced emesis. 

Applicants have filed a terminal disclaimer to overcome the Obviousness Double 
Patenting rejection and the rejection is hereby withdrawn. 
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Accordingly, the following modified rejections are being maintained. 

Claim Rejections - 35 U.S.C. § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 13-20 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Goodman & Gilman's: The Pharmacological Basis of Therapeutics (2001, pages 7-8 
and 1031-1033). 

Goodman & Gilman's teaches that dopamine-receptor antagonists, such as 
metoclopramide, are a standard drug used to treat chemotherapy-induced nausea 
(page 1032). Further, antihistamines are also taught in the treatment of emesis, 
including promethazine and diphenhydramine (page 1032). Lorazepam is also taught 
as an antiemetic agent (page 1033). Table 38-4 exemplifies dosage levels that are 
effective at treating emesis as well as combinations of metoclopramide, 
diphenhydramine, and lorazepam. Goodman & Gilman's further teaches that parenteral 
injections and transdermal administration are common routes of drug administration, 
making it obvious to deliver the compounds of the present invention by these various 
routes. 

It is prima facie obvious to combine compositions that are taught by the prior art 
to be useful for the same purpose, in order to form a composition to be used for the very 
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same purpose. The idea of combining them flows logically from their having been 
individually taught in the prior art. In re Kerkhoven, 626 F.2d 846, 205 USPQ 1069, 
1072 (CCPA 1980). One would be motivated to formulate an antiemetic composition 
comprised of lorazepam, diphenhydramine, promethazine, and metoclopramide 
because of the teachings of Goodman & Gilman's, which teach that several antiemetic 
agents can be used in combination for severe chemotherapy-induced emesis. 



Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Renee Claytor whose telephone number is (571 )272- 
8394. The examiner can normally be reached on M-F 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Renee Claytor 

/SREENI PADMANABHAN/ 

Supervisory Patent Examiner, Art Unit 1617 



